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DETAILED ACTION 

Applicants' arguments, filed 07/25/2008, have been fully considered. Rejections 
and/or objections not reiterated from previous office actions are hereby withdrawn. The 
following rejections and/or objections are either reiterated or newly applied. They 
constitute the complete set presently being applied to the instant application. 

Claim Rejections - 35 USC § 103 
Claims 1-3, 6 and 8 were rejected under 35 U.S.C. 103(a) as being 
unpatentable over Pardee et al (US Pregrant Pub 2002/0169135). 
This rejection is maintained. 

Applicants respond that Pardee et al does not disclose treatment of myeloma 
with epothilone B in the absence of a G1 or S phase drug. Further, there is no evidence 
demonstrating the efficacy of the combinations. Finally, the disclosure is construed as 
speculative. 

First, in response to applicant's argument that the references fail to show certain 
features of applicant's invention, it is noted that the feature upon which applicant relies 
(i.e., epothilone B be administered in the absence of a G1 or S phase drug) is not 
recited in the rejected claim(s). Although the claims are interpreted in light of the 
specification, limitations from the specification are not read into the claims. See In re 
Van Geuns, 988 F.2d 1 181, 26 USPQ2d 1057 (Fed. Cir. 1993). Therefore, the addition 
of other drugs is permitted where the transition phrase of the instant claims is 
"comprising". And where the two compounds are administered for the purpose of 
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treating a disease, the amount would require a therapeutically effective dose in order to 
provide the desired effect. 

Second, at paragraph 29, epothilones are specifically discussed, pointing out that 
they are known in the art as microbtuble-targeting drugs, advantageous as effective 
against taxol-resistant tumors. It is taught that either A, B, C, D, or mixtures therefore 
may be used in combination with beta-lapachone to produce synergistic induction of 
apoptosis in malignant cells. Where the two compounds are known to treat malignant 
cells separately using known pathways of treatment, it would be obvious that the 
combination would also treat the same underlying disease. 

Finally, in determining the speculation and further discussing the demonstration 
of efficacy of the prior art, one would have to weight the Wands factors, similar to a 1 1 2 
enablement rejection. While Examiner admits cancer treatment art is unpredictable, the 
prior art cites evidence supporting the fact that epothilones are as known in the art as 
microtubule-targeting drugs. Further, the prior art discusses this pathway allows for the 
treatment of taxol-resistant tumors (paragraph 42), including multiple myeloma, which 
the prior art specifically claims. While there is unpredictability in the cancer art, the 
reasoning and evidence of the prior art supports the idea that the combined use of beta- 
lapachone and epothilones would be effective in treating multiple myeloma. 

Claims 1-6 and 8 were rejected under 35 U.S.C. 103(a) as being unpatentable 
over Pardee et al (US Pregrant Pub 2002/0169135), in view of Ojima et al (US 
5,811,452). 
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This rejection is maintained. 

Pardee et al is discussed above. 

Ojima et al is not discussed by the Applicants. 

In view of the discussion of Pardee et al in the above rejection, one of ordinary 
skill in the art would recognize from Ojima et al that the treatments taught in Pardee et 
al are obvious for cells that have the instantly claimed properties where both sets are 
directed to taxane resistant cells as previously argued. 

Conclusion 

No claims allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Benjamin Packard whose telephone number is 571-270- 
3440. The examiner can normally be reached on M-R 8-5 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick Krass can be reached on 571-272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 

USPTO Customer Service Representative or access to the automated information 

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Benjamin Packard/ 
Examiner, Art Unit 1612 



/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



